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© Tourniquet apparatus for use in intravenous regional anesthesia and limb surgery includes a pressurizing 
cuff for substantially encircling a limb and applying a varying pressure to an underlying vein in response to 
variations in a pressure control signal, applied venous pressure sensing means for producing an applied venous 
pressure signal representative of a pressure applied by the cuff to the underlying vein, venous fluid pressure 
estimation means for producing a venous fluid pressure signal representative of the pressure of fluid in the vein 
distal to the cuff, and pressure control means responsive to the venous fluid pressure signal and applied venous 
pressure signal for generating a pressure control signai to maintain a predetermined relationship between the 
applied venous pressure signal and the venous fluid pressure signal. The apparatus automatically controls the 
introduction, retention and release of anesthetic fluid in the limb. 




f 

EP 0440 111 A2 



TOURNIQUET APPARATUS FOR INTRAVENOUS REGIONAL ANESTHESIA 
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FIELD OF THE INVENTION 

This invention pertains to automated tourniquet apparatus for use in intravenous regional anesthesia of a 
limb for surgery. In particular, the invention pertains to apparatus having means for automatically controlling 
the introduction, retention and release of anesthetic fluid in a portion of the limb distal to a pressurizing cuff. 

BACKGROUND OF THE INVENTION 

This invention pertains to apparatus for automating the administration and management of intravenous 
70 regional anesthesia (IVRA) for both upper and lower limbs. IVRA is an alternative to general anesthesia for 
limb surgery. IVRA has proven to be a simple and useful technique for satisfactorily anesthetizing the upper 
limb and is potentially well suited for greatly expanded utilization in surgery of lower limbs and in outpatient 
settings. In these settings, which are rapidly increasing in number worldwide, there is a large and unmet 
need for a rapid, simple, safe, and reliable technique for establishing limb anesthesia. However, significant 
practical problems with the technology of IVRA in the prior art, considerable variations in skill involving the 
manual administration of IVRA, and lingering concerns over the potential toxicity of certain IVRA agents, 
particularly for lower limbs, have greatly limited the acceptance of this promising technique. 

IVRA is an anesthetic technique which requires the use of surgical pneumatic tourniquet. Surgical- 
pneumatic tourniquet systems are frequently used on the upper and lower limbs to help maintain a 
bloodless operative field by regulating the maximum pressure applied to the limb by an encircling cuff at a 
pressure sufficient to stop arterial blood flow past the cuff for the duration of a surgical procedure. During 
operations performed under IVRA, the pneumatic tourniquet serves an additional role of preventing local 
anesthetic agent introduced into the veins in the limb distal to the cuff from flowing proximally past the cuff 
and out of the limb into the circulatory system. An insufficient pressure in the tourniquet cuff soon after 
introduction of the local anesthetic agent into the limb may. result in the anesthetic agent entering the 
circulatory system in a high concentration, which can cause serious adverse reactions such as cardiovas- 
cular collapse, respiratory depression, epileptic seizures or even death. 

IVRA is typically administered as follows. Blood is first exsanguinated from the limb, often by wrapping 
the limb with an elastic bandage, beginning distally and wrapping tightly towards the heart; after exsan- 
guination, a tourniquet cuff is applied proximal to the operative site and inflated to a predetermined cuff 
pressure. The elastic bandage is removed arid an anesthetic agent such as lidocaine mixed with sterile ■ 
saline is introduced into a vein in the limb through an intravenous cannula. The anesthetic fluid mixture 
remains in the veins in the limb as long as the tourniquet Is inflated to a sufficient pressure. Premature 
release of the agent shortly after introduction, as well as leakage of the agent under the cuff during 
introduction or during surgery, are serious and recognized hazards associated with prior art devices used 
for IVRA. 

Administration of IVRA may involve the use of a single-bladder or a dual-bladder tourniquet cuff. If a 
dual-bladder cuff has been chosen and applied to the limb of a patient, typically the proximal bladder of the 
cuff is first inflated, after limb exsanguination, to a pressure intended to prevent blood flow past the cuff 
both proximally and into the exsanguinated limb. The anesthetic fluid mixture is then introduced into a vein 
in the limb as described previously. After a period of time sufficient for the anesthetic fluid mixture to 
induce analgesia in the limb below the proximal bladder of the cuff, the distal bladder is inflated to a 
pressure intended to prevent the flow of fluid past the cuff both proximally and distally. The distal bladder of 
the cuff is thus inflated over anesthetized tissue, thereby resulting in greater comfort for the patient for a * 
greater period of time, thus potentially extending both the duration of surgical procedures which can be 
performed under IVRA and the number of patients for whom IVRA will be tolerable. 

Surgical tourniquet systems of the prior art typically include an inflatable cuff for applying to a limb and 
an automatic pressure regulator for regulating the inflation pressure in the cuff near a reference level 
selected by an operator or determined automatically. Some tourniquet systems in the prior art have been 
associated with a number of reported hazards and problems which are not specific to IVRA, such as 
unnecessarily high pressures applied by the cuff leading to nerve injury and tissue damage beneath the 
tourniquet cuff, and unexpectedly low pressures applied by the cuff leading to sudden blood flow into the 
surgical site, complication of surgery, passive congestion of the limb, and hemorrhagic nerve infiltration. 
Additionally, the cuffs of prior art systems have design limitations 'which make the cuffs difficult to apply > 
consistently to limbs of different shapes and sizes. These design- limitations of many prior art' inflatable tuffs ■ • ' 
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and tourniquet systems lead to clinical situations in which the maximum pressure actually applied by a prior 
art cuff to a limb is significantly different than the pressure in the inflatable bladder of the cuff and thus 
pressure indicated by the tourniquet pressure display. 

There are also specific hazards associated with the use of prior art tourniquet systems for IVRA 
because the pressure of liquid anesthetic agents introduced into limb veins has generally not been 
monitored in the prior art, which has led to excessive pressures in the veins distal to the tourniquet cuff, 
thus causing anesthetic agent to flow past the cuff and into the general circulation. This can lead to an 
ineffective regional anesthesia in general, and even to cardiac arrest and death in reported cases. 

A serious problem associated with the use of prior art tourniquet systems in relation to the delivery of 
anesthetic agents for JVRA is that in the prior art the maximum pressure applied by the tourniquet cuff to 
the limb is determined and adjusted independently of, and without knowledge of, the delivery pressure of 
the anesthetic agent. Moreover, the anesthetic agent is delivered in the prior art manually at a maximum 
pressure that is highly variable and dependent on the variations in operator technique. Most significantly, in 
the prior art, the pressure of liquid in the veins distal to the cuff is not a function of the maximum pressure 
applied by the tourniquet .cuff. Consequently, it cannot be assured that the applied pressure is sufficiently 
greater than the venous pressure distal to the cuff so that no anesthetic agent will flow unexpectedly past 
the cuff and into the general circulation. 

Another problem associated with prior art tourniquet systems is that no provision exists for automatically 
adjusting the pressure applied by the cuff such that bleeding arterial vessels can be observed in the 
surgical wound prior to completion of surgery, while the anesthetic fluid mixture is simultaneously retained 
in the veins of the limb distal to the cuff. Bleeding vessels can be observed only if the applied pressure is 
reduced sufficiently to permit arterial inflow; however, at the same time the applied pressure must be great 
enough to stop venous outflow and thereby maintain -anesthesia. Prior art tourniquet systems do not provide 
any methods for reliably establishing and maintaining this condition. 

For reasons of improved patient safety, there is a clinical need for wider tourniquet cuffs which appear 
to stop blood flow distal to such cuffs at lower inflation pressures than narrower cuffs. However, a significant 
problem with prior art cuffs in general, and with wide cuffs in particular, is that reliable and consistent 
sealing of the bladders is difficult due to the high forces generated internally because the forces on the 
sealed seams of bladders are generally proportional to the total internal area of the cuff multiplied by the 
inflation pressure. 

A number of problems are associated specifically with prior art pneumatic cuffs used for IVRA. First, 
prior art cuffs have generally employed two bladders which can be inflated or deflated independently. Each 
bladder of an IVRA cuff must be narrower than a conventional tourniquet cuff in order that the IVRA cuff can 
fit on the patient's limb and not obstruct the desired surgical site. Second, prior art tourniquet cuffs 
commonly employ a flexible thermoplastic stiffener to constrain the inflation of the bladder and direct cuff 
inflation inwardly toward'the encircled limb. The incorporation of stiffeners into prior art cuffs stabilizes the 
cuff bladders across the bladder width and thus reduces the tendency of cuffs to roll longitudinally down a 
limb when the bladders are pressurized. However, certain problems and hazards are associated with the 
use of prior art stiffeners. First, the incorporation of stiffeners into prior art tourniquet cuffs has tended to 
cause such cuffs to form a substantially cylindrical shape when applied to a limb, resulting in a poor shape, 
match for limbs that are non-cylindrical in shape in the region underlying the encircling cuff. The use of 
stiffeners in prior art cuffs has also tended to cause the cuffs to be more difficult to apply by operating 
room staff in a snug and consistent manner. Also, the incorporation of stiffeners into prior art cuffs has 
added significantly to the costs of manufacture of such cuffs. Finally, the incorporation of stiffeners into prior 
art cuffs has created difficulties when the cuffs are cleaned or resteriiized because certain resterilization 
processes apply heat to the cuffs, distorting the shape of stiffeners which are commonly formed of flexible 
thermoplastic material, thus detrimentally affecting the subsequent ability of the distorted cuff to conform 
smoothly to the encircled limb. 

The present invention overcomes many of the hazards and problems associated with technology 
described in the prior art and significantly reduces variations in the quality and safety of IVRA associated 
with variable knowledge, skill and experience of operators. Thus the present invention facilitates the 
increased use of IVRA for anesthesia of both upper and lower limbs. 

An object of the present invention is to provide tourniquet apparatus for intravenous regional anesthesia 
which automatically relates the maximum pressure applied to a limb by the tourniquet cuff to'the maximum 
pressure of fluid in the veins in a portion of the limb distal to the cuff, so that the flow of fluid past the cuff 
proximally and into the circulatory system can be automatically regulated and stopped in a safe and reliable 
manner, as desired by an anesthetist or surgeon. 

Another object, of the present invention is to provide, tourniquet apparatus having automatic means for 
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nl?*!iT f k, 6 ^? St ^ S ! Ure WhiCh Can be a PP |fed " b y «» cuff of the tourniquet apparatus to a limb in 
order to stop blood flow distal to the cuff, where the cuff has design and physical characterises whS . 2 

un rent T those of 3 conventionai b,00d pressure ^^^T^T: 

undete m.ned degree of snugness at any location along the limb between, its proximal and distal end aid 
etildingcuf" * ' ****** ^ "» Shape ° f the 9ndrc ' ed limb -d Ihfshlpe 0 f tS 

nr 0 hthl at tH d at °N ie w iS n t0 Pr ° Vide t0UmtqUet apParatUS h3Vin9 Wider and safer cuf * for reducing the 
probab ijly that blood will unexpectedly flow past the cuff distally, for reducing the probability that anesthetic' 
flu.d mi xture w,ll unexpectedly flow past the cuff proximally, for reducing the probability thaTcHnteaTS * 
oawTthl" aP « Plyi ; 9 CUff t0 *° C ° rreCt '° Cati0n anat0mica "^ and ^ increasing The SeSS th 
anesthesia """"^ " ** ^ °" ^ adVant3ge Venous regional 

Another object of the present invention is to provide means for more consistent and safer exsan- 
gu.nat.on of a portion of the limb distal to the tourniquet cuff prior to introduction of anesthetic aaentTrTa 
rs vein ,n that limb portion, by automatically regulating the pressure in a pneumatic iTngu^S dtta 

HZSTT CUff 3 Per, '° d ° f tim6> 3nd by automatical| y snd ^quentially inflatingTelZ^et cS 
portion exsan 9 uinatin 9 cuff sufficient blood has been exsanguinated from the surrounded 

The applicant is aware of the following United States Patents which are more or less relevant to the 
20 subject matter of the applicant's invention. ant 10 the 
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The invention is directed toward tourniquet apparatus for controlling the release of anesthetic fluid 

ncSg :^ZF M t0 3 PreSSUri26d ^ C ° mPriSing: 3 ~« cuff fo~« a 
enc.rcl.ng a limb and apply.ng a varymg pressure to an underlying vein in response to variations in a 
pressure control signal; applied venous pressure sensing means for producing an applied ^^ venous ores ure 
,gna, representative of a pressure applied by the cuff to the underlying 9 vein; venou Z £££ 

e in dS ToTe ITT" * ^ ™ ^ ° f the « ™ » 

ve.n d.stal to the cuff; and pressure control means responsive to the venous fluid pressure signal and 
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applied venous pressure signal for generating a pressure control signal to maintain a' predetermined 
relationship between the applied venous pressure signal and the venous fluid pressure signal. The venous 
fluid pressure estimation means may be a signal representative of a predetermined, constant reference 
pressure. Interval selection means may be included for determining a first time interval and a second time 
s interval wherein the pressure control means generates a pressure control signal so- that during the first time 
interval the pressure applied by the cuff to the underlying vein is greater than the minimum pressure which 
stops the flow of fluid in the vein past the cuff proximally, and during the second time interval the pressure 
applied by the cuff to the vein is less than the minimum pressure which stops the flow of fluid in the vein 
past the cuff proximally. 

70 The invention is also directed to improved cuff apparatus for use in intravenous regional anesthesia 
comprising an occlusive band for applying pressure to a limb, and locating means on the band for locating 
the band on the'limb at a predetermined distance from an anatomical reference site. 

The invention is further directed to apparatus for estimating the minimum pressure which must be 
applied by a cuff to a limb in order to stop blood flow past the cuff, comprising: a pressurizing cuff 
75 responsive to cuff pressure control means for substantially encircling and applying pressure to a limb; distal 
flow sensing means for sensing the flow of blood past the pressurizing cuff; cuff pressure control means for 
controlling the pre.ssure applied by the pressurizing cuff to the limb near a reference pressure; and flow 
detection means responsive to the distal flow sensing means for varying the reference pressure to estimate 
the lowest reference pressure at which no blood flow can be sensed past the pressurizing cuff. The 
20 pressurizing cuff may be a tourniquet cuff having design and construction characteristics substantially 
different than those of a cuff required for accurate estimation of blood pressure at the selected location by a 
noninvasive technique. Advantageously, occlusion pressure estimation means responsive to the lowest 
reference pressure at which no blood flow can be sensed past the pressurizing cuff may be included for 
producing an estimate of the lowest constant reference pressure at which no blood will flow past the 
25 pressurizing cuff over a time period that is suitably long for the performance of a surgical procedure. 

The invention is also directed to automatic exsanguinating tourniquet apparatus to facilitate intravenous 
regional anesthesia comprising: occlusive cuff means for encircling a limb and applying a pressure to the 
encircled limb portion; exsanguinating cuff means for surrounding and applying a pressure to- a portion of 
the limb distal to the occlusive cuff means; first reference pressure means for producing a first pressure 
signal representative of a pressure to be applied by the exsanguinating cuff means to displace blood from 
the portion of the limb surrounded by the exsanguinating cuff means; second reference pressure means for 
producing a second pressure signal representative of a pressure to be applied by the occlusive cuff- means 
to occlude blood flow distal to the occlusive cuff means; and automatic pressure regulating means for 
regulating pressure applied by the exsanguinating means near a pressure indicated by the first pressure 
signal for a first period of time, and for regulating a pressure applied by the occlusive means near a 
pressure indicated by the second pressure signal for a second period of time suitably long for the 
performance of a surgical procedure. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG.1 is a block diagram of the preferred embodiment. 

FIG.2 is a pictorial representation of the application to a limb of the cuffs of the preferred embodiment in 
FIG.1. 

FIG.3 is a cut-away view of the inflatable tourniquet cuff of the preferred embodiment. 
FIG.4 is a sectional view taken along line 4-4 of FIG.3. 

FIG.5 is a pictorial representation of the application to a limb of the dual-bladder cuff of the preferred 
embodiment. 

FIG.6 is a plan view of the dual-bladder cuff shown in FIG.5. 
FIG.7 is a sectional view taken along line 7-7 of FIG.6. 
DESCRIPTION OF THE PREFERRED EMBODIMENT 

The embodiment illustrated is not intended to be exhaustive or to limit the invention to the precise form 
disclosed. It is chosen and described in order to explain the principles of the invention and its application 
and practical use, and thereby enable others skilled in the art to utilize the invention. 

Referring to FIG. 1, an inflatable tourniquet cuff 2, which has locating strip 4 for positioning cuff 2 
relative to an anatomical landmark, is applied to limb 6. Cuff 2 is connected by tubing 8 to pressure 
transducer 10 (Spectramed 072911-000-583, Spectramed Inc.. Oxnard CA), and then by tubing 12 to valves 
14 (EV03-12V, Clippard Instrument Laboratory, Cincinnati OH), valves 14 allow tubing 12 to be connected 
to tubing 16 and pressure source 18 which provides a source of gas at a regulated pressure between zero 
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and 500 mmHg. This arrangement provides a means of inflating cuff 2 to apply a distribution of pressures 
varying from zero to some maximum level to the tissues and blood vesse.s of limb 6 benea h uff* wS 
%Xft preSSUre r d ' str,but,on de P endent "P°" cuff design and application technique, Valvel M 4 a e 
control ed by an applied pressure control signal generated by microcomputer 20. Pressure transducer 10 
5 generates an mflation pressure signal which indicates the pressure of gas in cuff 2 andTh chTp^eJseS 
by s,gnal condtfioner 22. digitized by analog to digital converter (ADC) 24. Td communSed t 
microcomputer^. Limb pressure sensor 26. such as the biomedical pressure r^sduceTdeSed by 
prLsTre ZZ bv" ^JSSP? P'-d underneath cuff 2 at location 
w mSZS^JSL^L S!^ 18 tr5nSdUCed - Umb P ressure 26 generates an applied pressure 

ro signal which is indicative of that maximum pressure. The applied pressure signal is processed bv sinnal 
cond,t,oner 28. digitized by ADC 24. and communicated to microcomputer 20. fSmSS^S^ 
sensor 30 is placed on a portion of limb 6 distal to cuff 2 in order to sense uSSTZ^T^ Z 
generates a blood flow signal which is processed^ signal conditioner 32, digitized by A^C 24 and 
communicated to microcomputer 20. Cannula 34 is inserted in a vein in limb 6 distal to cuff 2 and is 
ro connected by tubing 36 to pressure transducer 38 to allow estimation of the venous fluid pressure- oressu re 
transducer 38 generates a venous fluid pressure signal which is processed by stana Sioner 40 
dSt ^fff ^ COmmunicated to Microcomputer 20. Cannula 42 is insert d I a n nmb 6 
distal to cuff 2 and ,s connected by tubing 44 to pressure transducer 46; pressure transducer 48 is 
connected by tubing 48 to anesthetic container 50 which holds a fluid anesthetic such as £££ mixed 

TJJ: T T e SOlUti ° n: aneSthetiC C ° ntainer 50 iS ^ ica,| y a steril * saline bag in which The fluid 
anesthetic has been prev,ously introduced with a syringe. The mixture of fluid anesthJL and Sri sa ine 
• Mm* by delivery module 52; delivery module 52 applies a pressure to anesthetic contat 5 and 
hereby forces the mixture from anesthetic container 50 into the vein through cannula 42. D ^ very module 

25 Z^eTt lTl r-r": 3 " 65 56 t0 PreSSUre S ° UrCe 18 - Va,V6S 56 ' Which con'o. the de ve 
25 pressure of _ J* anesthetic fluid mixture, are responsive to the delivery pressure control signal Pressure 

transducer 46 generates a delivery pressure signal representative of the anesthetic fluid mS p essu e 
Fl^S: ^ Si9na,COnditi0ner 84 ' by ADC 24. and communicated Z^ZrZ 

FI6.2 shows exsanguinating cuff 62 applied to limb 6. Referring to FIG.1, exsanquinatino cuff 62 surh 
as the Jobst-Jet Air Splint (Jobst Institute Inc.. To.edo OH) of a size approprti^^^tab^ 

» be exsanguinated is connected through tubing 64 to pressure transSLJ 66^ £2^^ « £ 
connected through tubing 68 and valves 70 to pressure source 18. This ar angement pr ^ ides exsan' 
gumatmg cuff 62 with a means of inflation, Va.ves 70 are operated by an exsanguinating conTsgnaTf Z 
^ocomputer 20 ,n order to vary the pressure in exsanguinating cuff 62. This produces a va iS n Z 
distnbution of pressures applied by exsanguinating-cuff 62 to limb 6. Pressure transducer eeTenerates an 

5 exsanguinating pressure signal which is processed by signa. conditioner 72. digitized by ADC S anS 
communicated to microcomputer 20. Dopp.er blood flow sensor 74 positioned under ^gu^L L et 

Tr^T 7^1^ 6 9enerat6S 3 reSidUa ' b, ° 0d Si 9 nal which is Passed by T 9 TJTonZ^76 
digitized by ADC 24, and communicated to microcomputer 20. conaitioner r b . 

, U J!Z USe \ commu f nicates / itn the s y*™ by means of user panel 78. Switches 80 on user panel 78 are 
> used to input mrormation and commands from the user to microcomputer 20. and microcomputer 20 reports 
pressures, system, status, and alarms to the user by audio/visual display 82 crocom W 20 reports 

In operation, the user instructs microcomputer 20 by means of user panel 78 to automatically estimate 
t e lowest reference pressure at which no blood flow can be sensed past cuff 2 by photop.eth^S 
blood flow sensor 30. This is accomplished by varying the reference pressure whic causes iTSum 
pressure applied by cuff 2 to vary accordingly, and by monitoring the resulting variations in blood S 

uTl^JZl her mPUter 20 fh Pr ° dUCeS " aPP "' ed PreSSUre C ° ntrd ^ which activates valves 
14 to inflate cufr 2, .hereby causing the maximum pressure applied to limb 6 by cuff 2 to increase as 
indica^d by the applied pressure signa, produced by sensor 26. While the refeLe ^ZTte^ 

rZ TTT? r ^ '° WeSt aPP "' ed preSSur6 at which the «™ signal falls below a 
predetermined threshold near zero. This value of the applied pressure is an estimate oflowes refe ence 
pressure which stops blood flow past cuff 2. Microcomputer 20 then acts to increase the prisTS 

f S? JS?r k°T r8ferenCe PreSSUre - 3fter Wh '' Ch a " applied ™™ sSansTenerated 

u> deflate curt 2 thereby decreasing the applied pressure. While cuff 2 is being deflated microcomputer 20 
monrtors the blood flow signa. from sensor 30 and detects the app.ied pressure TlT^ZTlZ 
exceeds the predetermined threshold. This value of the applied pressure is an estimate oi t e hiqS 
reference pressure at which blood flow past cuff 2 can be sensed! . Microcomputer 2o7en ca Sates Z 
mean of the highest reference pressure and .owest reference pressure thus obtained and^stSa^ 
this mean va.ue, thereby producing an estimate of the .owest constant reference pressure afwhSnoblood ' 
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will flow past cuff 2 over a time period which is suitably long for the performance of a surgical procedure. 
Once the lowest constant reference pressure has been estimated, blood flow sensor 30 is removed if 
clinically desired. For unusual clinical situations in which a blood flow signal cannot be detected by 
microcomputer 20, provision is made for an estimate of the lowest constant reference pressure to be 
5 entered manually by the user through user panel 78. 

Following the estimation of the lowest constant reference pressure, the user instructs microcomputer 20 
with switches 80 on user panel 78 to exsanguinate the portion of limb 6 surrounded by exsanguinating cuff 
62. This is accomplished as follows. Microcomputer 20 generates an exsanguinating control signal which 
activates valves 70 and thus causes exsanguinating cuff 62 to inflate to a predetermined inflation pressure 
70 of approximately 100 mmHg. The pressure applied to limb 6 by exsanguinating cuff 62 is regulated at a 
constant level by microcomputer .20 using pressure transducer 66 and valves 70. Microcomputer 20 
monitors the residual blood signal from Doppler blood flow sensor 74 to determine the period of time that 
the constant pressure is applied in order to displace a significant volume of blood from the portion of limb 6 
surrounded by exsanguinating cuff 62. As exsanguinating cuff 62 inflates, the amplitude of -the pulsatile 
75 signal detected by Doppler blood flow sensor 74 decreases, thereby providing an indication that arterial 
inflow is being reduced. After the amplitude of the residual blood signal has fallen below a threshold near 
zero, the pressure is maintained at the constant level for two minutes, after which the portion of limb 6 
surrounded by exsanguinating cuff 62 is considered to be adequately exsanguinated. For unusual situations 
in which a residual blood signal cannot be obtained by microcomputer 20 from sensor 74, provision is made 
20 for the user to define the period of time exsanguinating cuff 62 is to. remain inflated. Microcomputer 20 then 
generates an applied pressure control signal to inflate cuff 2 to the lowest constant reference pressure 
previously estimated as described above. This stops blood flow past cuff 2 in the exsanguinated portion of 
limb 6. distal to cuff 2. Thereafter, microcomputer 20 continues to automatically regulate the maximum 
pressure applied to limb 6 by cuff 2 near the lowest constant reference pressure to stop blood flow past cuff 
25 2 for a period of time suitably long for the performance of a surgical procedure. 

After exsanguination, cannula 34 is inserted into a vein in limb 6 distal to cuff 2, and cannula 42 is 
inserted into a vein in limb 6 appropriate for introduction of the anesthetic fluid mixture. Microcomputer 20 
is then instructed by the user through user panel 78 to. deliver the anesthetic fluid mixture at a maximum 
pressure such that the anesthetic fluid mixture does not flow proximally past cuff 2. Microcomputer 20 
30 analyses the applied pressure signal from limb pressure sensor.^6 and the delivery pressure signal from 
transducer 46 in order to generate a delivery control signal such that the ratio of the delivery pressure 
signal to the applied pressure signal is less than 0.75. Microcomputer 20 does not allow the delivery 
pressure to exceed a maximum level of 1O0 mmHg for safety reasons. In an unusual clinical situation when 
the delivery pressure cannot be controlled, such as when the user may have to pressurize anesthetic 
35 container 50 manually, provision is included for stopping the flow of the anesthetic fluid mixture past cuff 2 
proximally by increasing the pressure applied to the limb. This is done by having microcomputer 20 monitor 
the delivery pressure signal by means of transducer 46 and generate an applied pressure control signal 
such that the ratio of the delivery pressure signal to the applied pressure signal is less than 0.75. 

Once the anesthetic fluid mixture has been delivered to a vein in limb 6, it must be retained in the 
40 portion of limb 6 distal to cuff 2 during most of the surgical procedure and released near the end of the 
surgical procedure. The flow of anesthetic fluid mixture past cuff 2 is controlled according to the following 
algorithm. Microcomputer 20 monitors the applied pressure signal, from sensor 26 and the venous fluid 
pressure signal from transducer 38. Microcomputer 20 then generates an applied pressure control signal 
such that the maximum pressure applied by cuff 2 is regulated at a pressure at least 50 mmHg above the 
45 venous fluid pressure. Because the maximum applied pressure is at least 50 mmHg greater than the 
venous fluid pressure, the anesthetic fluid mixture is retained within limb 6. 

When release of the anesthetic fluid mixture from limb 6 is desired, microcomputer 20 generates an 
applied pressure control signal such that the maximum pressure applied by cuff 2 is regulated at a level 
below the venous fluid pressure to allow outflow of the anesthetic fluid mixture. In clinical cases where it is 
so important to identify bleeding arterial vessels in the surgical site prior to completion of surgery without 
releasing the anesthetic fluid mixture from limb 6, the user can cause microcomputer 20 to generate an 
applied pressure control signal such that the maximum pressure applied by cuff 2 is regulated at a pressure 
less than the lowest constant reference pressure previously determined, but above the venous fluid 
pressure. In this way, arterial blood flows past cuff 2 distaily, but venous fluid does not flow past cuff 2 
55 proximally. This provision significantly extends the range of surgical procedures in which intravenous 
regional anesthesia can be used. 

In a condition where ft is not possible to use cannula 34 and transducer 38 to estimate venous .fluid 
pressure, provision is included for microcomputer 20 to substitute 20 mmHg for the venous- fluid pressure. 
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fr om ft ♦ JT* 8 US6r ' nStrUCtS microcom P^ r 20 to release the anesthetic fluid mixture 

from limb 6 m a controlled manner over a period of time with user panel 78. This is accomplished^ 
follows. First, microcomputer 20 generates an applied pressure control signal so that the maxTmum preSu e 
applied by curf 2 « regulated at apressure which allows venous outflow from limb 6 for a perio ^oH to 

aZl^Tl^ an6S,hetiC f,U, ' d 1 miXtUr8 10 be rS,eaSed fr0m the vein of limb 8 Microcomputer 20 t en 
generates an appl.ed pressure control signal so that the maximum pressure applied by cuff 2 I regulated rt 

a higher pressure so that any flow of the anesthetic fluid mixture past cuS 2 is stopped Ss h ghe 

pressure is.regulated for a period of 60 s in order to allow assimilation of the anesthetic Suid mixtre and 

venous blood ,nto the general circulation. The foregoing sequence of increasing and decSng the 

io max.mum pressure applied to limb 6 by cuff 2 is repeated three times, after which cuff 2Tcom P Uly 

depressunzedjhis procedure allows for complete release of the anesthetic fluid mixture from Sb st a 

safe manner. Proton has been made so that the time interval over which the applied pressure remains at 

the lower pressure, the time interval over which the app.ied pressure remains at L h^£ZTL2 

FIG. 3 shows details of inflatable tourniquet cuff 2. Cuff 2 is fabricated as described by Robinette- 
and TcuS 2 h s 5 Pat6nt N0 ' 4 - 635 ' 635 - ' n C ° ntraSt 10 Robi -«-^man, as can be seen fn F.GS 3 
TV* nl2 J , ener ' ,S arCUa1e in Shape> indUdes locatin 9 stn 'P 4 for Positioning cuff 2 on limb 
6 at a predetermined distance from an anatomical landmark, is substantially different in width and is 
20 otherwise different as described below. 

P innnl C H n , b K f^" ^ 3 ' t0UrniqUet ^ 2 haS 30 inflatable cnamber 86 which '"eludes a plurality of 
elongated tubular portions 88 which are connected in a generally parallel array, and which are in IS 
communication by passageways 90. Tubular portions 88 are formed by Joining together at seams 96 to 
plastic layers 92,94 which form the walls of inflatable chamber 86. Cuffs having chamber «Tof 15 » 

25 r t n ? ad of the conventionai maxifnum width ° f ,ess than 9 «»■ ««* «jsli^2.2 

these w,der cuffs was possible because the pluraiity of tubular portions 88 in inflatable chamber 86 act to 
significantly reduce the forces on seams 96, because the forces on seams 96 are generally proportions o 
the total internal area bounded by seams 96 multiplied by the inflation pressure P ro P^ona. u> 

30 flut J^V Th^ rlr? 8 ; th6ir ? j3Cent SSamS 96> 3nd P assaa ^ays 90 are hereinafter referred to as 
30 flutes 98 The^pluralrty of elongated tubular portions 88 in inflatable chamber 86 stiffens cuff 2 and allows 

IZXZZTSZ Pr 7r f ° ^ 3PP,ied t0 ' imb 6 by ch -^"^PPro P riate distances beSn 
cZ l i! ;!T u 9 , he f ft d,stances results in a cna "5e in the pressure distribution underlying cuff 2. 

Cu£ 2 is fuZ ^ k ^ 15 h6,d " Pl3Ce by f6ma,e Ve,Cr ° SWPS 58 2nd mals VsI ™ **» 60. 

35 6 tuff 2 is SLh i n P ' ty,n9 t09ether 6ndS ° f Sfrap 1 °° 3fter Cuff 2 has bee " a PP«<* to limb 
35 t>. Outf £ is inflated with gas via ports 102. 

outer i iaye's i 104.r06 tiOnal ^ " ^ 2 WhiCh ShOWS inf ' afab,e Chamber 86 and ^° 

For certain surgical procedures of long duration, dual-biadder cuff 108 depicted in FIGS 5 6 and 7 is 
used for mcreased comfort. In cuff 108. two bladders 110, 112 over.ap and are permanent bonded 

40 tb f 30 r rcent of the width of each biadder ,ies witnin 5SE?5?b£22 

oi llllTZ m!T dent,y H and h se ' ectab ^ '"^able by appropriate valves and Lching. The overlap pfng 
or bladders 110,112 around Umb 6 in a predefined relationship distributes the pressure applied by each 
bladder over a greater length along .imb 6 than would be possible if narrower bladders which did not 
overlap occup.ed the same total width. Distribution of pressures over a greater length along the Sb in this 
-5 manner lowers the maximum pressure which must be applied to prevent fluid flow past cuff 1 08 thereby 

wS is I" /• r t UCed ; Sk ° f Under ' yin 9 and 9-*er for the patient. Loca ting si ip 4, 

which- s .5 mches w.de, cannot be inflated. Locating strip 4 permits an unskilled user to accurately and 
consistent y apply cuff 108 at a fixed distance from an anatomical reference site. In lower ll^ZfaX ior 
example, the top of locating strip 4 is positioned on the head of the fibula so that Te top o cuTlOS 
o encircles l.mb 6 approximately 1.5 inches distal to the head of the fibula. This reduces L lMooJ of f 
compressor , ^ , to £e pineal nerve below the head of the fibula following pressunzation o^ 108 
mnn 11 ™ dsrst00d ** the.mvent.on is not to be limited to the details herein given but may be 
modified within the scope of the a PP ended claims. 

The features disclosed in the foregoing description, in the claims and/or in the accompanying drawinqs 
' thereof *" * "* " *"* be materia ' ^ the inven «on in Srse forms 
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5. 



1. Apparatus for administering and maintaining anesthesia in a portion of a patient's limb distal to a cuff 
comprising in combination: ' 

(a) a cuff for substantially encircling a limb and applying pressure to a blood vessel in the limb 
encircled by the cuff to restrict flow past the cuff of fluid in the blood vessel distal to the cuff 

(b) applied pressure transducing means for generating an applied pressure signal representative of 
the maximum pressure applied to the blood vessel by the cuff; 

(c) delivery pressure control means responsive to the applied pressure signal for generating a 
delivery pressure control signal representative of a fluid delivery pressure' and 

(d) anesthetic delivery means responsive to the delivery pressure control signal for introducing 
anesthetic fluid into the blood vessel distal to the cuff near the fluid delivery pressure. 

2. Apparatus as defined in claim 1 wherein the maximum pressure applied to the blood vessel by the cuff 
is sumcient to stop the flow of fluid past the cuff proximally. 

3. Apparatus as defined in claim 1 wherein the maximum pressure applied to the blood vessel by the cuff 
is not sufficient to stop the flow of fluid past the cuff proximally. 

Apparatus as defined in claim 1 wherein the ratio of the pressure represented by the delivery pressure 
control s,gnal to the pressure represented by the applied pressure control signal is less than a 
predetermined ratio. 

Apparatus for administering and maintaining anesthesia in a portion of a patient's limb distal to a cuff 
comprising in combination: 

(a) pressure application means responsive to an applied pressure control signal and comprised of a 
cufr ror substantially encircling a limb and controlling a pressure applied to a blood vessel in the 
irnb encircled by the cuff to restrict flow past the cuff of fluid in the blood vessel distal to the cuff 

(b) anesrnetic delivery means for introducing anesthetic liquid into the blood vessel distal to the cuff 
and for generating a delivery pressure signal indicative of the pressure of fluid introduced into the 
blood vessel; and 

(c) applied pressure control means responsive to the delivery pressure signal for generating an 
applied pressure control signal representative of a maximum pressure to be applied to the blood 
vessel oy the pressure application means. 

Apparatus as defined in claim 5 wherein the pressure represented by the applied pressure control 
signal is sufficient to stop the flow of fluid past the cuff proximally. 

7. Apparatus as defined in claim 6 wherein the ratio of the pressure represented by the delivery pressure 
s.gnal to the pressure represented by the applied pressure control signal is less than a predetermined 
ratio. 

3. Overlapping tourniquet cuff apparatus comprising: 

(a) a first cuff for encircling a limb 'and for selectably applying a first pressure near a first 
predetermined location on the limb beneath the first pressurizing cuff- 

(b) a second cuff for encircling the limb and for selectably applying a second pressure near a 
second predetermined location on the limb beneath the second pressurizing cuff- and 

(c) overlapping attachment means for attaching the first cuff to the second cuff in predetermined 
overlappmg relationship such that the first predetermined location and the second predetermined 
location coincide. 

. Cuff apparatus for applying a desired distribution of pressure to a limb to restrict flow past the cuff of 
fluid in blood vessels in the limb comprising: 

(a) an inflatable chamber including a plurality of elongated tubular portions connected in generally 
parallel anay, each of the tubular portions being in fluid communication with each other; and 

(b) means for securing the inflatable chamber around a limb, 

). Cuff apparatus as defined in claim 9 wherein the length and circumference of each of the tubular 
portions of the inflatable chamber are predetermined to produce a predetermined distribution of- 
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pressure on the limb beneath the chamber when the chamber is inflated. 
11. Apparatus as defined in claim 9. wherein the inflatable chamber is formed from two sheets of flexible 

s SSflSr f *? f ? a " y S3m8 ^ 3nd ShapS 3nd haVi "9 W and lower «* edge and 

£ m r£? 3 h? h 9 6d9eS t0 f ° rm a " inflatable Space ' 3 P ,uralit y ° f laterally spaced 

seams spaced from the edges and extending longitudinally and generally parallel to the side edges and 

each other, whereby the seams further join the two sheets of plastic material together and separate the 

enclosed space into a plurality of inflatable, generally parallel, longitudinally extending tubular Sons 

io 12. Cuff apparatus comprising: 

(a) an occlusive band for applying pressure to a limb; and 

(b) locating means on the band for locating the band on the limb at a predetermined distance from 
an anatomical reference site. 

75 13. Apparatus for estimating the minimum pressure which must be applied by a tourniquet cuff to a limb in 
order to stop blood flow past the cuff, comprising: 

(a) a pressurizing cuff responsive to cuff pressure control means for substantially encircling and 
applying pressure to a limb; ' y 

(b) distal flow sensing means for sensing the flow of blood past the pressurizing cuff- 

20 c) cuff pressure control means for controlling the pressure applied by the pressurizing cuff to the 

limb near a reference pressure; and 

(d) flow detection means responsive to the distal flow sensing means for varying the reference 
pressure to estimate the lowest reference pressure at which no blood flow can be sensed past the 
pressurizing cuff. 1 H 
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U - 35 h defin f * Clalm J 3 wherein the Pressurizing cuff is a tourniquet cuff having design and 

n T Chara ^ ,S&CS I substantially different .than those of a cuff required for accural estimation 
of blood pressure at the selected location by a non-invasive technique. 

30 S US 33 f ""f in „ C ' aim 13 WhSrein the Prizing cuff is any one of a number of tourniquet 
cutis having a lengtii sufficient for encircling the limb at a selected location and having a width wherein 
he ratio of cuff width to Im* circumference at the selected location is substantially different than The 
ratio of cuff width to limb circumference required in a cuff for use in accurately estimating blood 
pressure at the selected location non-invasively. »«'"aung diooo 

35 . 

16. Apparatus as defined in claim 13 and including occlusion pressure estimation means responsive to the 
lowest reference pressure at which no blood flow can be sensed past the pressurizing cuff for 
producing an estimate of the lowest constant reference pressure at which: no blood wilt flow past the 
pressurizing cufr over a predetermined time period. 

40 

17. Apparatus as defined in claim 16 wherein the predetermined time period is suitably lonq for the 
performance of a surgical procedure. =>""e:oiy long ror me 

18. Apparatus as defined in claim 16 wherein the flow detection means also produces an estimate of the 
highest reference pressure at which blood flow can be sensed past the pressurizing cuff and wherein 
the occlusion pressure estimation means is also responsive to the estimate of the highest reference 
pressure at which blood flow can be sensed past the pressurizing cuff. rererence 

19. Automatic exsanguinating tourniquet apparatus comprising: 

so (a) occlusive cuff means for encircling a limb and applying a pressure to the encircled limb portion- 

b) exsanguinating cuff means for surrounding and applying a pressure to a portion of the limb distal 
to the occlusive cuff means; 

(c) first reference pressure means for producing a first pressure signal representative of a pressure 
to be apphed by the exsanguinating cuff means to displace blood from the portion of the limb 
55 surrounded by the exsanguinating cuff means; 

ni S f L 6f6ren r e „T SS u Ure mSanS f ° r Produdng 3 S6Cond P ressure si 9" al representative of a 
pressure to be applied by the occlusive cuff means to occlude blood flow distal- to the occlusive cuff 
means; and 
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(e) automatic pressure regulating means for regulating pressure applied by the exsanguinating 
means near a pressure indicated by the first pressure signal for a first period of time, and for 
regulating a pressure applied by the occlusive means near a pressure indicated by the second 
pressure signal for a second period of time suitably long for the performance of a surgical 
5 procedure. • 

20. Apparatus as defined in claim 19 and including residual blood sensing means for generating a residual 
blood signal representative of the relative volume of blood in the portion of the limb surrounded by the 
exsanguinating cuff and wherein the first period of time is determined by the automatic pressure 

ro regulating means in response to variations in the residual blood signal. 

21. Apparatus for controlling the release of anesthetic fluid from the vein of a limb distal to a pressurizing 
cuff, comprising: 

(a) a pressurizing cuff for applying pressure to a vein in a limb; 
75 (b) applied pressure estimation means for indicating the maximum pressure applied by the cuff to 

the vein; 

(c) fluid pressure estimation means for indicating the pressure of fluid in the vein distal to the cuff; 
and 

(d) control means for controlling the pressure applied by the cuff to produce a predetermined 
20 difference between the pressure indicated by the applied pressure estimation means and the 

pressure indicated by the fluid pressure estimation means. 

22. Apparatus as defined in claim 21 wherein the predetermined difference is not less than the minimum 
required to stop flow past the cuff of fluid in the vein distal to the cuff. 

25 

23. Apparatus as defined in claim 21 wherein the predetermined difference is less than the minimum 
required to stop flow past the cuff of fluid in the vein distal to the cuff. 

24. Apparatus as defined in claim 21 wherein the pressurizing cuff substantially encircles the limb and 
wherein the maximum pressure applied by the cuff to the veins and arteries in the limb encircled by 
the cuff is less than the minimum pressure required to prevent the fiow of blood in an artery past the 
cuff distally and is greater than the minimum pressure required to prevent flow of fluid in a vein past 
the cuff proximally. 

25. Apparatus for controlling the release of anesthetic fluid contained in a limb vein distal to a pressurized 
cuff, comprising: 

(a) a pressurizing cuff for substantially encircling a limb and applying a varying pressure to an 
underlying vein in response to variations in a pressure control signal; 

(b) applied venous pressure sensing means for producing an applied venous pressure signal 
representative of a pressure applied by the cuff to the underlying vein; 

(c) venous fluid pressure estimation means for producing a venous fluid pressure signal representa- 
tive. of the pressure of fluid in the vein distal to the cuff; and 

(d) pressure control means responsive to the venous fluid pressure signal and applied venous 
pressure signal for generating a pressure control signal to maintain a predetermined relationship 
between the applied venous pressure signal and the venous fluid pressure signal. 

26. Apparatus as defined in claim 25 wherein the. venous fluid pressure signal produced by the venous fluid 
pressure estimation means is a signal representative of a predetermined constant reference pressure. 

27. Apparatus as defined in claim 25 and including interval selection means for determining a first time 
interval and a second time interval wherein the pressure control means generates a pressure control 
signal so that during the first time interval the pressure applied by* the cuff to the underlying vein is 
greater than the minimum pressure which stops the flow of fluid in the vein past the cuff proximally, 
and during the second time interval the pressure applied by the cuff to the vein is less than the 
minimum pressure which stops the flow of fluid in the vein past the cuff proximally. 
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® Tourniquet apparatus for intravenous 



regional anesthesia. 



® Tourniquet apparatus for use in intravenous re- 
gional anesthesia and limb surgery includes a pres- 
surizing cuff (2) for substantially encircling a limb (6) 
and applying a varying pressure to an underlying 
vein in response to variations in a pressure control 
signal, applied venous pressure sensing means (26) 
for producing an applied venous pressure signal 
representative of a pressure applied by the cuff (2) 
to the underlying vein, venous fluid pressure estima- 
tron means (38) for producing a venous fluid pres- 



sure signal representative of the pressure of fluid in 
the vein distal to the cuff (2), and pressure control 
means (10, 14) responsive to the venous fluid pres- 
sure signal and applied venous pressure signal for 
generating a pressure control signal to maintain a 
predetermined relationship between the applied ve- 
nous pressure signal and the venous fluid pressure 
signal. The apparatus automatically controls the in- 
troduction, retention and release of anesthetic fluid in 
the limb (6). 
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